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REQUEST FOR CORRFTED FILING RF.nr.IPT 



Sir: 



Applicant respectfully requests that the Filing Receipt for the above referenced patent 
application be corrected as follows: 
Total Claims: 27 
Independent Claims: 3 

A copy of the original Filing Receipt and Filing Receipt with corrections indicated is 
attached hereto. In addition, please find a copy of the Transmittal Letter with the correct fee 
calculation to the US DO/EO/US concerning a submission under 35 U.S.C. 371 along with Claims 
1-27 as filed. 
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Account No. 01-0535. 
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are any questions concerning 
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Fax 858.552.1936 
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/ Susan J. Myers Fitch, Ph.D. 
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12. □ 
13.0 
14. El 

iiEI 

16. El 

17. EJ 

16. □ 
19. □ 



Thb coD^dton of Wonwetii 
l>5PTO to process) an eppuerftoo. 
Inching gaUvoring Infomrnton, 
of time you require to comprere 



ion ts required by 57 Of* 1/414 end 1,491-1.4*2. The Information ts reared to obtain or renin a ben** bv tha otABe «*,ir*. ti tn *i 

^^"^ ^^^ 'or* to the USPTO. Time *fl vary do per*** upon th, mcSduei case! ^ycommV^Tc 
pUre thra form «noV6r su oaefOons tor nwucfng thb Ogrten. tfiouW be sent to cwir hZ^JTnSS? ^^L^lS^^rl 



»«w(andeyttie 
s lo oompleu. 

Pagelot3 



Coflun iwtonw for Parents, P.O. Box 1450. AJsxndnX VA 22313.14S0. 



Under to PspefeerK 



PTO-1300<Rev. 07-2005) 
Approve tofw»hfx^^W0(^,OM8 0651^)021 
b^w^a^^^iw* , . U>S. Patent end Treoamax* Ottca; U.S. DEPARTMENT Of COMMERCE 



U.S. APPUCATION NO. U known, see 37 CFR IX) 



I ATTORNEY'S DOCKET DUMBER 

1 PCT/US2004/017456 10501-UTL-O 



20. Other Kerns or WoTTroffon: Substtute Spedflcalion-Mafted-Up Venton 

Sequence Usting on Compact Disk (2 copies) 
Compaq Di$k Transmittal Letier 
Seaterrani under 37 CF,ft. 1.82f(f) 
Return Post Card 



™ The ioflowtng few have been submitted 
21. B BasJcnattonalfse (37 CFR 1.492(e)).. 



.$300 



CALCULATIONS PTO USE ONLY 



300 



22. [3 Examination fee (37 CFR 1.492(c)) ~ ~ ~ 

if Ihe written opinion prepared by ISA/US or the intern* UonaJ preliminary eMmlnatton report prepared 

toy IPEA/US Indicates en claims satisfy provisions 0 | PCT Article 330 H4h $o 
A0 other situations ^ ™ ~ $2m) 



*200 



23. 0 Search fee (37 CFR 1.482(b)) 

If the written opinion of the fSAAJS or the International preBrtfnaiy examination report prepared by 

IPEAAIS rndicates an claims satisfy provisions of PCT Article 33{1>(4) $0 

Search fee (37 CFR 1 -445(a)(2)) has b*en paid on the International application to the USPTO as an 

International Searching Authority ^ Qt> 

International Search Report prepared by an ISA other than the US and provided I to trie Oftee or 
previously cornrmjnlcated to the US by the IB 3400 



100 



Aff other situations.. 



..4500 



TOTAL OP 21. 22 and 23 s 



H] Additional fee lor specification and drawing filed In paper over 100 sheets (exdudUw 

sequence Dsting In compliance rtth 37 CFR UB21(c)of (e) or computer program feting In t 
electronic medium) (37 CFR XA92Q)). 

The fee b >1S6 for each addtbonaf SO sheets of paper or fraction thereof. 



Total Sheets 



62 



-100 = 



Extra Sheets 



Number of each additional 5t> or taction 
thereof (round up k> a whole number) 



RATE 



* 0 



Surcharge of * 130,00 for furnishing any of the search fee/examination fee, or the oath or dcdaratJon 
aflerthec^c4coinmcocen)entcft^ stage (37 CFR 1.4«(h)). 



CLAIMS 



NUMBER FILED 



NUMBER EXTRA 



RATE 



Total claims 



27 



•20* 



x 150 



* 350 



lr*tapeod*nt daims 



-3» 



x 1200 



S 0 



MULTjPt£ DEPENDENT ClAI M(5) (if epptoble) 



♦ 1360 



$ 0 



TOTAL Of ABOVE CALCULATIONS c 



3 Appscani claims smal enay status. See 37 CFR 1.27, Fees above are reduced by K~ 



S 950 



SUBTOTAL* 



* 950 



Processing fee of $130\00 for fcrnlsWnp; the Engfi sh translation later than 30 months from the earfi est 
cjdmed priority date (37 CFR 1.492ft)). + 



TOTAL NATIONAL FE€ ■ 



* 950 



Fee for recording the endosed assignment (37 CFR 1.21(h)). The assfgrunent must be accorroaniad 
by an appropriate cover sheet (37CPR 3.28, 3.31). $40.00 per property 4 



TOTAL FEES ENCLOSED > 



' 950 



Amount to be 
refunded: 



Amount to be 
charged 



FORM PID-1300 (REV. 07.2005) 



Paoe2of3 



. API**** iof urn flwwgh 3ttV2O07. OM8 0SS1-O021 



D Achecklntheanxxjiitof* to c^th* above fee* teenctosefl. 

6. 0 Pteasa chape my OeposftAocouAt»to. 010S3g to tfta tttiounl of > 950.00 10^^^^. 
A dupffctfe copy 0/ thb gheeJ fe enctosed. W! ' 

c . H The C^mb*torw fe hereby authorized to charge any actttfonsJ fees which may be require* or credit any overpayment to Deport 
Account No. A duplicate copy of this shed rs enclosed, y Wfl ^ yTOni 10 u * pcw ' 



SEND ALL CORRESPONDENCE TO: 



the address associated with CustomeT /signature - 



Number 44638 J?mfs E. Butler, Ph.D 




REGISTRATION NUMBER 



FORM PTO-1390 (REV. C7-J00S) 



Pag»3of3 



Any. Dock* Nc: 0501-UTL-O Exprew Ma}| No 

BV 426923065 US 

SobitHute Specificjtdou - Cleaa Version 



What is claimed is: 

1 . A pharmaceutical composition for transmucosal administration of an exendin 
or exendin analog, comprising an exendin or an exendin analog, a cationic polyamino 
acid, and a buffer, wherein at the pH of the composition the buffer does not cause 
precipitation of the cationic polyamino acid and has a mono-anionic or neutral net 
charge; and wherein the transmucosal absorption of the exendin or exendin analog is 
increased relative to the absorption of the exendin or exendin analog in the absence of 
the polyamino acid. 

2. The composition of claim 1 , wherein the pH of the composition is between 
about pH 4.0 and about pH 6.0. 

3. The composition of claim 1 , wherein the pH of the composition is between 
about pH 4.0 and pH 5.0. 

4. The composition of claim 1 , wherein the buffer is selected from the group 
consisting of acetic acid, t-aminocaproic acid or glutamic acid. 

5. The composition of claim 1 , wherein the buffer comprises glutamic acid, 

6. The composition of claim 1 , further comprising a tonicifying agent, a 
viscosity-increasing agent, a bioadhesive agent, a preservative, or any combination 
thereof. 

7. The composition of claim 1, wherein the cationic polyamino acid comprises 
poly-histidine, poly-arginine, poly-lysine, or any combination thereof. 

8. The composition of claim 7, wherein the cationic polyamino acid has an 
average molecule weight of between about 10 kDa and about 200 kDa. 

9. The composition of claim 1, wherein the exendin or exendm analog is selected 
from at least one of the group consisting of exendin~3, exendm^ exendin-4 acid, 
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Substitute Sptclflcirton-Gean Vmton 

exendm-4 (1-30), exendin-4 (1-30) amide, exendin-4 (1-28), exendiM (1-28) amide, 
,4 Leu, 25 Phe exendin-4 amide, and "leu, *Phe exendin-4 (1-28) amide. 

10. The composition of claim 1, wherein theexendin or exendin analog comprises 
exendin-4. 



11. The composition of claim 1, wherein the exendin or exendin analog comprises 
exendin-3. 



12. The composition of claim I, wherein the exendin or exendin analog comprises 
at least one exendin selected from the group consisting ofSEQ ID NOs: 9-39, 187 and 
188. 

13. The composition of claim 1, wherein the exendin or exendin analog comprises 
at least one exendin or exendin analog selected from the group consisting of SEQ ID 
NOs: 6-8 and 40-186. 

14. The composition of claim 1 , wherein the exendin or exendin analog comprises 
an amino acid sequence according to SEQ ID NO. 3. 

15. The composition of claim 1, wherein the exendin or exendin analog comprises 
an amino acid sequence according to SEQ ID NO. 4. 

16. The composition of claim 1, wherein the exendin or exendin analog comprises 
an amino acid sequence according to SEQ ID NO. 5. 

1 7. The composition of claim 6, wherein toe toiticifying agent is selected from the 
group consisting of sodium chloride, mannitol, sucrose, glucose and any combination 
thereof. 

18. The composition of claim 6, wherein the viscosity-increasing agentis selected 
from (he group consisting of hydroxypropyl cellulose, hydroxypropyl 
methylcellulose, methylccllulose of average molecular weight between about 10 and 
about 1,500 kDa, starch, gums, and any combination thereof. 
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19. The composition of claim 6, wherein the bioadhesive agent is selected from 
the group consisting of carbomer, polycarbophil and any combination thereof. 

20. The composition of claim 6, wherein the preservative is selected from the 
group consisting of phenylethyl alcohol, methyiparaben, ethylparaben, propylparaben, 
burylparaben, chlorbulanol, benzoic acid, sorbic acid, phenol, m-cresol, alcohol, and 
any combination thereof. 

21 . The composition of claim 1 , wherein the absorption is increased at least 2 fold. 

22. The composition of claim 1, wherein the absoiption is increased at least 5 fold. 

23. The composition of claim 1, wherein the absoiption is increased at least 1 0 
fold. 

24. A pharmaceutical composition for transmucosal administration of an exendin 
or an exendin analog comprising about 0.10% to about 5.0% (w/v) of an exendin or 
an exendin analog; about 0.0 1 % to about 1 .0% (w/v) of a catioinic polyamino acid 
having a molecular weight between about 10 kDa and about 200 kDa; about 0.01% to 
about 10.0% (w/v) of a buffer, wherein at a pH of between about 4.0 and 5.0, the 
buffer does not cause precipitation of the cationic polyamino acid and the buffer has a 
mono -anionic or neutral net charge; and wherein the transmucosal adsorption of the 
exendin or exendin analog is increased relative to the adsorption of the exendin or 
exendin analog in me absence of the cationic polyamino acid. 

25. The composition of claim 24, wherein the exendin or exendin analog 
comprises exendin-4. 
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Substitute Specification - Clean Version 

26. A method for transmucosal administration of an exendin or an exendin analog 
comprising contacting a mucosal surface with a composition comprising an exendin 
or an exendin analog, a catiomc polyamino acid, and a buffer for a time sufficient for 
a therapeutically effective amount of said exendin or exendin analog to pass through 
the mucosa! surface; wherein at the pH of the composition, the buffer does not cause 
precipitation of the cationic polyamino acid and the buffer has a mono-anionic or 
neutral net charge; and wherein the transmucosal adsorption of the exendin or exendin 
analog is increased relative to the absorption of the exendin or exendin analog in the 
absence of the cationk polyamino acid. 

27. The method of claim 26, wherein the exendin or exendin analog comprises 
exendin-4. 
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